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Page 2 - Mr. Thomas Brown

You should know that these serious violations of the law may result in FDA taking regulatory
action without further notice to you. These actions include, but are not limited to, seizing
your product inventory, obtaining a court injunction against further marketing of the product,
or assessing civil money penalties. Also, other Federal agencies are informed about the
warning letters we issue, such as this one, so that they may consider this information when
awarding government contracts.

It is necessary for you to take action on this matter now. Please notify this office in writing
within fifteen (15) working days from the date you received this letter what steps you are
taking to correct the problem. If you need more time, let us know why and when you expect

________ gtoc
to complete your correction. Please direct your response to:

Mr. Ronald L. Swann

Food and Drug Administration

Dental, ENT & Ophthalmic Devices Branch

2094 Gaither Road, HFZ-331

Rockville, MD 20850
Finally, you should understand Te are irements pertaining to the
manufacture and m to the issue of
premarket clearanc not necessarily address other obligations you
have under the law t all of FDA's requirements for
manufacturers of m Small Manufacturers,

If you have more sp g requirements affect your
particular device, or eel free to contact
Mr. Ernest N. Smith
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